Mannitol, USP 
4-Amino-l-hydroxybutylidiene-I,l- 
biphosphonic acid monosodium salt 
trihydrate 
Methocel K3 premium 
(deagglomerate by passing through 
Russell Finex compact 30 mesh screen) 



High Shear Mixer Granulator 
(CoUette) 
Mix for 3 minutes 
(mixer on LOW, speed chopper OFF) 



High Shear Mixer Granulator 
(Collette) 
Mix for 2 minutes 
(mixer on LOW, speed chopper OFF) 



PRIMOJEL 
Deagglomerate by passing through a 
Russell Finex compact sieve using 



High Shear Mixer Granulator 
(Collette) 
mix for 1 minute 
(mixer on LOW, speed chopper OFF) 



Sodium Stearyl Fumarate, NF 



Compress tablets on 
Kikusui Libra 



Fig.l 



PROCESS FLOW CHART FOR THE MANUFACTURE OF 
ALENDRONATE SODIUM TABLETS 35mg and 70mg 



Alendronate Sodium Trihydrate 
Microcrystalline Cellulose, NF (Avicel 
PH-lOl) 
Mannitol, USP 
Pass through Russell Fin ex Sieve Fitted 
with # 30 Mesh Screen, Vibrasonic ON, 
Shaker ON 



Collette Gral 300 
Mix for 3 minutes Mixer 
on LOW Chopper OFF 



Croscarmellose Sodium, NF, 
Pass through #30 Mesh Hand Screen 
directly into the Collette Oral 300 Bowl 



Collette Gral 300 
Mix for 2 minutes Mixer 
on LOW 
Chopper OFF 



Magnesium Stearate, NF 
Pass through #30 Mesh Hand Screen 
directly into the Collette Gral 300 Bowl 



Collette Gral 300 
Mix for 1 Minute 
Mixer on LOW 
Chopper OFF 



35mg Strength 
Tablet weight 175ing 
Compress on Kikusui . 
Libra Press using 0.4062 
X 0.2187 Oval SC Tools 



70nng Strength 
Tablet weight 350mg 
Compress on Kikusui 
Libra Press using 0.4970 
X 0.2800 Oval SC Tools 



Fig. 2 



Comparative Dissolution Profile for 
Alendronate Sodium Tablets, 10 
In Water 

120 n 




Time (mins) 



Fig. 3 



Comparative Dissolution Profile for 
Alendronate Sodium tablets, 40 mg 
in water 



120 -, 




Time (mins) 



Fig. 4 



Comparative Dissolution Profiles of Alendronate Sodium 
Tablets 35mg in Water 




Fig. 5 




Fig. 6 



